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DETAILED ACTION 



Specification 

The disclosure is objected to because of the following informalities: the 
application contains Figures 1 - 7, however there is no "Brief Description of the 
Drawings" section in the specification. See MPEP 608.01. Appropriate correction is 
required. 

Claim Rejections - 35 (JSC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 , 4, 6, and 8 - 1 0 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated byTokumitsu etal. (STPPharma Sciences, 2000, 10(1), p. 39-49.) 

Tokumitsu discloses gadolinium-loaded chitosan particulate devices (abstract). 
Chitosan is a polysaccharide which has been widely studied due to its bio-erodible, 
biocompatible bioadhesive, and bioactive characteristics (page 40, column 1 ). 
Gadopentacetic acid (Gd-DTPA) chitosan microspheres were prepared from Gd-DTPA, 
which has anionic charges, and crosslinked chitosan, which has amino groups. The 
particles may have a varying Gd/chitosan ratio and a variety of sizes (pages 40 - 41). 
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With respect to the limitation in claim 1 , wherein the particles are "administered as MR- 
Imaging Probes, administered in form of particulate which is internalized by cells where 
they are degraded enzymatically or by effectors in the environment surrounding them, 
giving rise to water soluble MR-lmaging Probes," it is noted that the instant claims are 
product claims and the recitation of method steps such as administering, etc. are not 
given patentable weight in product claims. The intended use of the claimed invention 
must result in a structural difference between the claimed invention and the prior art in 
order to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. See In re 
Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 USPQ 458, 459 (CCPA 1963). 
Since Tokumitsu discloses compounds which contain the same structural elements as 
those claimed, they would be capable of performing the intended use, as claimed. 

Claims 1,4-7 and 9 - 1 3 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Ranney et al. (US 5,155,215). 

Ranney discloses the entrapment of paramagnetic metal-chelate complexes in 
biodegradable, hydrophilic polymeric microcarriers and their use in MR imaging. The 
chelate is chemically conjugated to hydrophilic polymers, such as dextran (column 7, 
lines 22 - 36). The chelating agent may be DTPA, DOTA, EDTA, etc. and the polymer 
is preferably dextran (column 7, lines 50 - 65). The paramagnetic metal ion is 
preferably gadolinium, and may also be manganese (claim 9). The chelate-polymer 
image-enhancing agents may be coupled to proteins, hormones, antibodies, etc. for 
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specific localization. The image-enhancing agents may be in soluble or microsphere 
form (column 9, lines 41 - 42). The microspheres are from 0.1 - 0.5 ^im in size (see 
Example 3). Albumin microspheres containing entrapped, noncovalently bound metal- 
ion chelate complexes (e.g. Gd:DTPA) are also disclosed (see Example 12). Gd:DTPA 
microspheres containing non-covalently bound Gd:DTPA with strong ion pairing 
between DTPA and diethylaminoethylamine (DEAE) substituted dextan are also taught 
(see Example 13). With respect to the limitation in claim 1, wherein the particles are 
"administered as MR-lmaging Probes, administered in form of particulate which is 
internalized by cells where they are degraded enzymatically or by effectors in the 
environment surrounding them, giving rise to water soluble MR-lmaging Probes," it is 
noted that the instant claims are product claims and the recitation of method steps such 
as administering, etc. are not given patentable weight in product claims. The intended 
use of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of performing the intended use, then it 
meets the claim. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 
USPQ 458, 459 (CCPA 1963). Since Ranney discloses compounds which contain the 
same structural elements as those claimed, they would be capable of performing the 
intended use, as claimed. 

Claims 1 - 3 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kabalka et ai (Magnetic Res. In Medicine, 1988, 8, p. 89 - 95). 
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Kabalka discloses gadolinium-labled liposomes as paramagnetic contrast agents. 
An amphipathic derivative of the chelating ligand diethylenetriaminepentaacetic acid is 
prepared, i.e. DTPA-SE, by conjugation of stearyl alcohol to DTPA via an ester bond 
(see Figure 1, page 90). Liposomes were formed mixing Gd-DTPA-SE, egg 
phosphatidylcholine, and cholesterol, and were then dried, vacuum desiccated, and 
resuspended in phosphate-buffered saline. The suspensions were sonicated to 
produce the desired small unilamellar vesicles with an average diameter of 0.05 urn 
(page 91). With respect to the limitation in claim 1 , wherein the particles are 
"administered as MR-lmaging Probes, administered in form of particulate which is 
internalized by cells where they are degraded enzymatically or by effectors in the 
environment surrounding them, giving rise to water soluble MR-lmaging Probes," it is 
noted that the instant claims are product claims and the recitation of method steps such 
as administering, etc. are not given patentable weight in product claims. The intended 
use of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of performing the intended use, then it 
meets the claim. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 
USPQ 458, 459 (CCPA 1963). Since Kabalka discloses compounds which contain the 
same structural elements as those claimed, they would be capable of performing the 
intended use, as claimed. 
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Conclusion 



No claims are allowed at this time. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leah Schlientz whose telephone number is 571-272- 
9928. The examiner can normally be reached on Monday - Friday 8 AM - 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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